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Applicant's amendments and comments, received July 11, 2006, have been fully 
considered by the examiner. In particular, applicant's decision to amend the claims and 
not pursue the request for interference is noted. The following is a complete response 
to the July 1 1 , 2006 communication. 

Claim Rejections - 35 USC § 112 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claims 44, 46-50 and 148-154 are rejected under 35 U.S.C. 1 12, first paragraph, 
as failing to comply with the written description requirement. The claim(s) contains 
subject matter which was not described in the specification in such a way as to 
reasonably convey to one skilled in the relevant art that the inventor(s), at the time the 
application was filed, had possession of the claimed invention. The claims have been 
amended to recite that the device has an expanded size and shape that corresponds to 
a circumferential region of an orifice of a vein that carries blood to an atrium. In short, 
applicant is now claiming that the ablation device is approximately the size of a single 
pulmonary. There is no support in the specification for such a limitation. Page 46 of the 
specification addresses Figure 13, and contains the only description of making a 
circumferential lesion surround pulmonary veins. In particular, it is noted that lines 23- 
25 indicate that the hoop device (42(6)) differs from the basket device in that it forms a 
single hoop. It is noted that the previous basket hoops are large and used to map and 
ablate tissue of the entire atria (see Figure 24 showing the basket with hoop members 
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(42) taking up substantially the whole atria). There is no disclosure that the hoop in the 
embodiment of Figure 13 is much smaller than the previously disclosed embodiments to 
allow for the creation of a lesion around a singular pulmonary vein. Moreover, the 
language at lines 26-30 on page 46 states that the device may form lesions "that 
substantially encircle the orifices of the SVC 26 and the IVC 28 in the right atrium 12 
and the PV's 30 in the left atrium 14". The examiner's position is that this is not a 
disclosure of creating lesions around singular veins. Rather, this disclosure suggests 
that a lesion may be made around the SVC and IVC in the right atrium, or around all the 
PV's in the left atrium. 

Claim Rejections - 35 USC § 102 

The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. 

Claims 44, 46-50 and 148-154 are rejected under 35 U.S.C. 102(e) as being 
anticipated by Avitall (5,263,493). 

Avitall discloses a tissue ablation device for use the chambers of the heart. The 
device comprises an elongate member (18) adapted to be positioned adjacent to a 
circumferential region of tissue, and an ablation element (28) comprising a loop with a 
plurality of electrodes (36) that is adapted to form a lesion in a circumferential region of 
tissue. As seen in the figures, the ablation element is a loop (Figures 2 and 6) that is of 
a size and shape adapted to surround pulmonary veins in the atrium. Note column 4, 
lines 20-30 where Avitall discloses the device may be used to map atrial and ventricular 
tissue. Avitall also discloses various dimensions for the device to support its use in 
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atrial mapping around pulmonary veins. The loop structure is collapsible (Figure 2B). 
Figure 4 shows an actuation element to control the shape and deployment of the 
ablation loop, and no fluid is delivered to tissue during the ablation procedure. 

This rejection is maintained in the event applicant asserts the newly amended 
claims are not specifically claiming the creation of lesions around singular PV's as 
appears to be the intent. 

Response to Arguments 

Applicant's arguments filed July 1 1 , 2006 have been fully considered but they are 
not persuasive. 

Initially, it is noted that there is a certain level of ambiguity in the claim language. 
It is not entirely clear what the language "defining an expanded size and shape that 
corresponds to a circumferential region of tissue associated with an orifice of a vein that 
carries blood to an atrium" describes. The examiner's position in the previous Office 
action is that a device that is large enough to encircle all the PV's would read on such 
language. The examiner maintains that this is a fair interpretation of the language, and 
that applicant's originally filed specification supports that the invention is used in this 
manner. However, applicant appears to be arguing that the device creates a lesion 
around a single PV. As asserted in the above 35 USC 1 12 rejection, the examiner 
maintains there is no support for this basis of argument. The claims have been rejected 
under both interpretations of the language (i.e. a lesion around all the PV's, or a lesion 
around individual PV's) in view of this ambiguity. 
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Applicant asserts on page 6 of the response that the Office action has not shown 
that a size and shape that corresponds to a tricuspid annulus (i.e. the size and shape of 
the Avitall device) also corresponds to a circumferential region of tissue associated with 
a vein that carries blood to the atrium. Clearly, the Avitall device is capable of creating 
a circumferential lesion. Further, Avitall specifically disclose the device may be used for 
atrial and ventricular mapping. Finally, given the dimensions of the tricuspid annulus is 
larger than the dimension of a pulmonary vein, the Avitall device is clearly capable of 
surrounding one or more pulmonary veins in an atrium. Avitall also disclose the 
dimensions of the electrodes and the support member, which dimensions would clearly 
facilitate the device being used to surround the pulmonary veins. 

As asserted in the 35 USC 112, first paragraph rejection, the examiner maintains 
that there is insufficient disclosure to support applicant's invention surrounding a 
singular PV (or the SVC or the IVC). The device as disclosed clearly appears to be a 
large loop structure commensurate in size with the basket member that takes up 
substantially the entire atrium (Figure 24). As such, the claimed invention is deemed to 
be comprised of a large loop member that would surround substantially the entire atrium 
and would surround all the PV's if inserted into the left atrium, or would surround both 
the SVC and the IVC when inserted into the right atrium. 

The Avitall reference is essentially the equivalent structure as set forth in 
applicant's means-plus-function language of claims 148, 150 and 153. It consists of a 
catheter, and a collapsible loop structure having energy emitting electrodes capable of 
creating a lesion around tissue, the electrodes connected to an energy source. There is 
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an insubstantial difference between applicant's disclosed means as shown in Figure 13 
and the Avitall loop structure shown in the figures. Again, the size of applicant's ring is 
deemed to be of a size for mapping and ablating the atrium wall, just at the Avitall loop 
structure may be used to map and ablate the atrium wall. Avitall discloses electrode 
and support member dimensions that support the loop is large enough to encircle the 
PV's of the left atrium and be used in the manner suggested in applicant's claims. 

Conclusion 

Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 
§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Michael Peffley whose telephone number is (571) 272- 
4770. The examiner can normally be reached on Mon-Fri from 6am-3pm. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Linda Dvorak can be reached on (571) 272-4764. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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